e om a3l 3.5.6-tri-O-benzyl-1,2-O-isopropylidene-a-D-
: glucofuranose
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviepdé REACH (EK) 1907/2006 6mwg tpomonomfnke amd tov Kavoviopd (EE) 2020/878
Hpepounvia éxdoong: 03/04/2023  exdoyn: 1.0

European Directorate  Direction européenne
for the Quality  de la qualité
of Medicines  du médicament
& HealthCare | & soins de santé CONSEIL DE 'EUROPE

TMHMA 1: IIpocdropiopog ovoiag/peiypatog ko erorpeiog/emyeipnong

1.1. AvayveproTikog KOOKOS TPoidvTog

Mopen mpoiovtog : Ovoia

Ovopo ovoiog : 3,5,6-tri-O-benzyl-1,2-O-isopropylidene-a-D-glucofuranose
Kmdwog mpoiovrog 1 202200348

Svvdvopo : Tribenoside impurity A

1.2. Zovo@eic Tpocdopiiopeves YPNGELS TG OVGING 1] TOV HEIYHOTOG KOl OVTEVOEIKVOOILEVES YPNOELS

1.2.1. Zyetikég mpoPremdpeves ypfosig

Kopra katnyopia ypnong : To mpoidv mpoopiletar yio v £pevvo. Kot avAamTuén Kot TV EXOyYEALOTIKY EKTaidEVoT).
Xp1on g ovciag/tov peiypatog : Movo Yo emoyyEALATIKN ¥pIOT
Koatnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovaieg epyactnpiov

1.2.2. Avtevdgikvodpeveg ypnoeg
Iepropiopoi ot xprion © Mn ypnowonoteite : Katdnoon, Ewonvon, Agppotikod

1.3. Zroygio Tov TpopunBcvTI) TOL dEATiON dEdopéveV acPadEing

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, C530026

F- 67081 Strasbourg

France

T +33(0)388412035 - F +33(0)388412771

sds@edgm.eu - www.edgm.eu

1.4. Ap1Opog TNAEQAOVOL EMETYOVOUS AVAYKNG

ApBuodg mrepdvov eneiyovoag avaykng : +33(0)390215608

TMHMA 2: [1poco10piopog emKIvOUVOTNTOG

2.1. Ta&woépnon G 0v6iag 1| TOV PEIYNATOS

Katarein oopoova pe v odnyie 1272/2008 EK [CLP]

Emucivduvo yia to vddrivo mepiBdriov — Xpoviog kivduvog, katnyopiog 2 H411
IMAnpeg keipevo tov dnrdocewv H kon EUH: BAéne tufipa 16

AvemOOUNTES QUOIKOYNIKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEiX Kot 6TO TEPLPaALOV

Andgaon HECE Kplong EPTEIPOYVOUOVAV KO OTOSEIKTIKNG 1oY00G.

2.2. Troyeio eTIKETOG

Xapaktnpiopds coppove pe tov Kavovionéd (EE) Ap. 1272/2008 [CLP]

¥

Ewovoypdppoza ktvdovov (CLP)

GHS09
Ipogwomomtikn AéEn (CLP) Do
Anidoeig emkvdvuvomtag (CLP) 1 H411 - To&wd ya Toug VIPOPLOVE OPYAVIOHOVG, HE LOKPOXPOVIES EMTTMOOELG.
Anhaogig tpoedraing (CLP) : P273 - Na amoebyetor 1 eEevBépwon oto meptBaiiov.

P391 - Maléyte ™ yopévn mocoTTa.
P501 - Auibeon tov Tepieyopévon/nepiékt oe onpeio GuALOYNG entkivouvay 1| e8kOV omofATov,
SOUP®VA LE TOVG TOTKOVG, TTEPLPEPELOKOVS, £BVIKOVG /Kot S1eBVEIG KOVOVIGHOUG.

Zipoven cOpeve pe: eEalpeital | E0OTEPIKT GLOKELAGIN, TO TEPLEXOUEVE TNG omoiag dev vepPaivovy Ta 10ml
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3,5,6-tri-O-benzyl-1,2-O-isopropylidene-a-D-glucofuranose
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

Agv anarteitor 6jpoven

Agv vapyovv emmAéov TANPOQOpieg

TMHMA 3: XovOeon/minpopopisg yio 10 6LOTATIKG

Ovopa AvVayvopLeTIKOg KOdkes | %0 Katdroin copeove pe vy odnyio
TPOI6VTOG 1272/2008 EK [CLP]

3,5,6-tri-O-benzyl-1,2-O-isopropylidene-a-D- - <100 Aquatic Chronic 2, H411

glucofuranose

IMAnpeg keipevo tov dnidoewv H ko EUH: BAéne tpnpo 16

Aev woydet

TPO TPAOTOV fonderdv

Métpa ntpidtmv fonbetdv petd and emoen pe to déppa  Kobapiote  peyoaidvtepn duvorn mosdtnto okovmilovtdg t (kabopd kot Hodakd amoppoenTikd
Tovi).
Métpa tpdtmv fondetdv Letd and enapn pe o LATIO : Hemldvete o pation pe vepd yio Adyoug acaieiog.

Agv vdpyovv emmaAEOV TANPOQYOPiEg

Agv vdpyovv emmAEOV TANPOEOPIiEg

TMHMA 5: Métpa Y10 TNV KOTATOAEUN O] TG TUPKAYLAG

KotdAnia péoa mupdcBeong 1 KovBépta mupdcPeong.

Kivduvog moprayidg © BAéme tunpa 2.2.

Métpa Y10 THV KOTATOAEUNGT) TG TUPKOYLIG . Xpnowonowmote péca katdoPeong KatdAnia yio Ty nepPAlovca TupKayid.

TMHMA 6: Métpo 6€ TEPITTMOON 0KOVOLUS EKAVONG

6.1.1. o TPooOTIKG GALO 076 TO TPOGMOTIKO EKTAKTNG AVAYKNG

Métpa EKTOKTNG AVAYKNG 1 Amogevyete kG0e mepirn £kbeon.

6.1.2. I'we. GTopa Tov TPosPEpovy TPpMOTES Por)Osreg

Aev vdpyovv emmaAéov TANPOQOpieg
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3,5,6-tri-O-benzyl-1,2-O-isopropylidene-a-D-glucofuranose
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

Agv vapyovv emmAEOV TANPOQOPieg

Agv vapyovv emmAéov TANPOQOpieg

Agv vapyovv emmAEov TANPOQOPieg

TMHMA 7: Xeipiopog kot amo0nkevon

Aev vdpyovv emmAéov TANPoQopieg

Agv vdpyovv emmAEOV TANPOEOPiEg

Béme tunpa 1.

TMHMA 8: "Eleyyoc ¢ ék0eonc/aTopikn Ttpoctacio

8.1.1 EOvikég oprokés Tipnés emayyelpatikig £k0song kKo Broloyikés oprakés Tipég

Agv vdpyovv emmAEOV TANPOQOPiEg

8.1.2. ZuvicTdpeves d1udikocsics Tapakorovdneng
Agv vapyovv emmAEoV TANPOQOpieg

8.1.3. Xynpartifovrar stoygio pOmAVeNS TOL aEpa
Agv vdpyovv emmAEOV TANPOEOPIiEg

8.1.4. DNEL xox PNEC

Agev vdpyovv emmAéov TANPOQOpieg

8.1.5. leproyég eréyyov

Agv vdpyovv emmAEOV TANPOQOPIiEg

8.2.1. Katdhinhor pnyavikoi £reyyot

Koataiinior pnyavikoi éleyyou:
Awmpriote o€ koA e€oeplopevo ydpo. Zuvibwg amatteitor cOGTNHE YEVIKOD Unyavikoy eE0EPIGIOD TOV XMDPOL.

8.2.2. ATopkég TPOOGTATEVTIKOG EE0TAONOG

8.2.2.1. IIpocTacio TOV NATIAV KUl TOV TPOCAHTOV

Aev vdpyovv emmaAéov TANPOQOpieg
8.2.2.2. Ilpootacio d¢ppatog
IIpoctacio Tov déppartog:

o314 EPYAOTNPiOL

IIpoctacio TOV XEPLOV:
IIpoctatevtucd yavta

8.2.2.3. IIpocTUGit TOV BVOTVEVGTIKAV 06MOV

Agv vdpyovv emmAEOV TANPOQPOPIiEg
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3,5,6-tri-O-benzyl-1,2-O-isopropylidene-a-D-glucofuranose
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

8.2.2.4. O@gppkoi Kivovvor

Aev vdpyovv emmAéov TANPOQOpieg

8.2.3. Oprwofétnon ko TapokorovOnon g tepifariovroroyikig £ékBeong o€ Kivdvvo

Agv vdpyovv emmAéov TANPOQOpieg

S

Duon KordoTaom : Yypod

APDOHOL : Mn Swbéoo
Oopn : Mn dwbéoo
Opto oopng : Mn Swbéoo
Inueio ™Eemg : Mn dwbéoo
Inueio méemg : Mn Swbéoo
Inueio Bpoaciov : Mn dwbéoo
Evpiextomta : Mn dwbéoo
Opra Ktvdvvov ekprié&emg : Mn dwbéoo
Xapnhotepo 6pio £kpnéng : Mn dwbéoo
Avdtoto 0plo expnépuotrog : Mn dwbéoo
Inueio avapreng : Mn dwbéoo
Bgppokpacio avTovapreing : Mn dwbéoo
Bgeppokpacio anocvvheong : Mn dwbéoo
pH : Mn dwbéoo
1EDdeG, Kvepotucdg (1) © Mn dwbictpo
AwAvtomra : Nepo: < 0,19/l
ZUVTELEOTNG KATOVOUNG O pely e N-0KTavOAng/vepoD : Mn dwbéoo
(Log Kow)

Téon otudv : Mn dwbéoo
ITieon atpod oe Beppokpacio 50°C : Mn dwbéoo
TTvkvémta : Mn dwbéoo
ZyeTikn TokvoTnTOL : Mn dwbéoo
ZyeTKN TOKVOTNTO ATUAV 6ToLG 20°C : Mn dwbéoo
Xapoktnplotikd copatdiov : Aevioydet

9.2.1. Iinpo@opies 6YETIKA PE TIS KLAGELS PLOIKOD KIvdHVOL

Agv vdpyovv emmAEOV TANPOEOPIiEg

9.2.2. Ahha YOpAKTNPIOTIKG 06QaAciog

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 10: Xt00gpdtnTo Kol OVTIOPUGTIKOTNTO,

2t00epd VIO KAVOVIKEG GLUVONKEG.

Agv vdpyovv emmAEOV TANPOQEOPiEg

Kavévag yvootog/-1/-6.

Aev vdpyovv emmaAéov TANPOQOpieg
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3,5,6-tri-O-benzyl-1,2-O-isopropylidene-a-D-glucofuranose
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

Kapio og kavovicr xprion. BAéne tpnqua 7.

Ortov Beppaiverar LEXpt TOL GNUEIOL SIACTOONG, EKTEUTEL EMKIVIVVOVG KOTVOVG.

TMHMA 11: To&koroyikég TAnpopopieg

O&elo to&koTTaL (Ad GTOHATOS) : Mn ta&wopnpévog (Baoetl tov dtabéoipamv dedopévmy, Ta Kprnpio toSvounong dev mAnpovvral)

O&ela to&cotTa (Seppatikn)

Oé&ela to&omta (avamvon)

AGBpmon kot gpebiopds Tov dEppatog

ZoPapn opOoipkn PAaPn/epediopog
EvaisOnronoinon tov avamvevotikol 1
gvoucbnTomoinot Tov dEPUTOG

MetoAho&ryéveon YEVVINTIKAOV KOTTAPOV
Kapkvoyéveon

To&wodmTa Yo v avamopayoyn

Ewdu to&ucdtnra ota dpyova-ctoyovg (STOT) —
epanas ékbeon

Ewu to&ucdtnra ota dpyova-otoyovg (STOT) —
emaveknppévn kbeon

Enmucvéovomta avappoenong

: Mn ta&wopnpévog (EAkeloticd dedopévar)
: Mn ta&wounuévog (EAeytaticd dedopévor)
: Mn ta&wounuévog (EXewtaticd dedopévar)
: Mn ta&wounuévog (EAeytaticd dedopévor)
: Mn ta&wopnpévog (EArewotiicd dedopévor)

: Mn ta&wopnpévog (EAkeltotiicd dedopévor)
: Mn ta&wopnuévog (EAeaticd dedopévar)
: Mn ta&wopnuévog (EMeaticd dedopévar)
: Mn ta&wopnuévog (EAeaticd dedopévar)

: Mn ta&wopnpévog (EAkelotiicd dedopévor)

: Mn ta&wopnpévog (EAkeltotiicd dedopévor)

Agv vdpyovv emmaAEOV TANPOQEOPiES

TMHMA 12: OwoAroyikéc mAnpoQopies

Emucivéuvo ya o vddtvo tepipdilov, Bpayvrpdbecspog @ Mn towvounpévos (Baoet tov doéciumv dedopévav, ta kprripta ta&vounong dev mAnpovvat)
(0&0c)

Emucivéuvo ya to vddtvo mepipdrrov, pokponpddecpog : To&ued yia Tovg v3pOPLovg opyavicpons, e HoKpoyPOVIES ETITTOGELS.

(xpdviog)

Aev voiotatot toyeio amocvvieon

Agv vdpyovv emmAEoV TANPOQOPiEg

Agv vdpyovv emmAEOV TANPOEOPiEg

Aev vdpyovv emmaiéov TANPOQOpieg

Aev vdpyovv emmaAéov TANPOQOpieg

Aev vdpyovv emmaAéov TANPOQOpieg

Agv vdpyovv emmAEOV TANPOQOPiE

©
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3,5,6-tri-O-benzyl-1,2-O-isopropylidene-a-D-glucofuranose

Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

TMHMA 13: toyyeia oyeTika pe tn o1adeon

13.1. M£0odor enetepyacios amofiiTov

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 14: ITAnpo@opieg 6YeTIKA PE TN HETAPOPT.

Toppova pe ADR / IMDG / IATA

ADR IMDG IATA
14.1. AprOpoc OHE 1 apOpég tavtétnTog
UN 3082 UN 3082 UN 3082

14.2. Oweio ovopacia arostomig OHE

TTEPIBAAAONTIKA ETIIKINAYNEX OYZIEZ,
YI'PEZ, E.A.O.

ENVIRONMENTALLY HAZARDOUS
SUBSTANCE, LIQUID, N.O.S.

Environmentally hazardous substance, liquid, n.o.s.

Ieprypaei eyypapov petopopdg

UN 3082 ITEPIBAAAONTIKA EITIKINAYNEZ

UN 3082 ENVIRONMENTALLY HAZARDOUS

UN 3082 Environmentally hazardous substance,

OYZXIEX, YI'PEZ, E.A.O., 9, 111, (-) SUBSTANCE, LIQUID, N.O.S., 9, lll, MARINE liquid, n.o.s., 9, 1l
POLLUTANT
14.3. TaEn/-e1g KtvdOvov KaTa TN PHETAPOPQ
9 9 9

14.4. Opdada ocvokevaciog

14.5. Mgprfarrovtikny emKivoLvéOTNTO

Emcivéuvo yia to mepiBdAiov: Now

Emwcivduvo yia to mepidiiov: Nou
Molvopatikdg Topdyovtag yio To VOGTVO
nepBdAiov: Nat

Emicivduvo yia to mepifdAiov: Now

Agv vdpyovv emmiéov Srabioiues TAnpoopieg

14.6. Exdwkéc TPo@UAAGEELS Y10 TOV (P oTY

Eriysio petagopd

Kodwog ta&wvopnons (ADR)

Ewdwég dataées (ADR)
Mepropiopéveg moodteg (ADR)
E&aupovpeveg mocomteg (ADR)
Odnyieg ovokevaciog (ADR)

Ewwég datages ovokevaoiog (ADR)
Awtdéeig pektg ovokevooieg (ADR)

. M6
. 274, 335, 375, 601
. 5l
D E1
: P001, IBCO3, LP0O1, ROO1
. PP1
MP19

Odnyieg o popntég de€apevéc Kot epumopevpotokipotie @ T4

x0dnv (ADR)

Ewdwcéc dratdéers yio popntég deEapevég Ko
sumopgvpoToKiBdTa 0NV (ADR)

Koducog de&apevic (ADR)

Oynua yo petaopd deEapevig

Katnyopia petagopds (ADR)

Ewwég darageis yio ) petapopd - Koéra (ADR)
Ewwég datagers yio ) petapopd - Doptmon,
ek@opTOoN Kot xewpiopdg (ADR)

: TP1, TP29

. LGBV
AT
03

: V12
. CVvi1i3
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3,5,6-tri-O-benzyl-1,2-O-isopropylidene-a-D-glucofuranose

Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

ApBv avayvopiong kwvdvvou (Képrep App.) : 90
IMoptokoAi dickot

Kwdikdg mepropiopdv yue onpayyes (ADR) -
peTaQopd pécw® Boracong

Ewduc) npopreyn (IMDG) 274, 335, 969
[epropiopéveg mooodtnteg (IMDG) 5L
E&apovpeves mocoteg (IMDG) El
Odnyieg ovokevaciog (IMDG) LPO1, POO1
Ewwég dataées svokevaoiog (IMDG) PP1
Odnyieg cvokevasiog eLTopevLATOKIPOTIOV-OEEAUEVOV IBCO3
(kddwkag IMDG)

Odnyieg yio de&apevés (IMDG) © T4

Ewdwcég dratagers v de€apevég (IMDG) : TP1, TP29
ApBpoc EmS (IMvprayid) . F-A
ApBuoc EmS (Awoppon) © S-F
Kotnyopieg poptiov (IMDG) DA
Evoépra petagopd

PCA E&opodueveg mocotteg (IATA) : El1

PCA Ilepropiopéveg mocotteg (IATA) © Y964
Kabapn péyom nocdtnra yia epopiopévn nocdtnta  : 30kgG
EMTPETOUEVT] Yot EMPOTIYE AEPOCKAPT KOl Y10L

aepookden petapopds poptiov (IATA)

Odnyieg cvokevasiog yo emPotnyd oepookden (IATA) : 964
KoBapn péyiom mocodtta yio emBotnyd aeposkaen © 450L

KO Y10 0epOcKaPN petapopds poptiov (IATA)

Odnyieg cuokeLAGIG HOVO Y10 AEPOTKAPT HETUPOPES : 964
eoptiov (IATA)

Méy1ot TosOTNTO LETAPOPAS OTOKAEIGTIKG AT © 450L

aepookaen petapopds eoptiov (IATA)
Ewwég dotaées (IATA)
Kodwog ERG (IATA)

: A97, A158, A197, A215
© 9L

14.7. @aracoreg peTO.QOPES yVONY cOpPmva pe Tig Tphéerg Tov IMO

Agv 1oy0gt

TMHMA 15: Ztoyygio vopoOeTiko yopoktipa

15.1. Kavoviopoi/vopoOscio 6)eTIK@ pe TNV 06Qarerd, THY vYEid Kot To TEPIfarloy Yia TV ovcia 1] To peiypa
15.1.1. xavovicpoi EE

Hapaptnpa XVII tov REACH (Ilpoimobéceig mepropicpov)

Aev neprapfaveton oto Hapdaptnpa XVII tov REACH

Hapaptnpa XIV 100 REACH (Katdroyog 00£1060Tn61G)
Aev meprappavetor oto Mapdpmpa XIV tov REACH (Katdhoyog adei0d6tong)

Kataroyog vroyngrov ovordv REACH (SVHC)

Aev neprapfdvetol otov Katdhoyo vroyneumv oveiodv REACH

Kavoviopog PIC (EE 649/2012, IIponyovpevn cvvaiveon petd omd evnuépmon)
Aev epappodletart.
Kavoviepog POP (EE 2019/1021, Eppovor opyavikoi pomor)

Aev gpappoletor.
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3,5,6-tri-O-benzyl-1,2-O-isopropylidene-a-D-glucofuranose
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

Kavoviopog nepi e€aodévnong Tov 6Lovrog (EE 1005/ 2009)

Aev meprapfavetol otov Katdhoyo ovotdv mov eEacbeviCovy to 6Cov (Kavovioudg EE 1005/2009)

Kavoviondg nepi ekpnktik@v npoédpopmv ovordv (EE 2019/1148)

Aev mepiéyet kapio ovoio(eg) Tov mepthappdvetar(ovtat) 6Tov KatdAoyo mpddpopmv ovoldv ekpnktik®v (Kavoviopog EE 2019/1148 oyetikd pe v gpmopio Ko
™ ¥PNoN TPOSPOU®Y OLGLOV EKPNKTIKDOV)

Kavoviepdc nepi mpddpopmv overdv vapkotikdv (EK 273/2004)

Aev mepiéyet ovoia(eg) mov mepthapfavetar(ovial) 6Tov KoTdAoyo mpddpopmv ovetdv vopkatikdv (Kavoviopos EK 273/2004 oyetikd pe Tig mpddpopes ovcieg
VOPKOTIKOV)

15.1.2. EOvikég dwaraterg

Agv vrtdpyovv emmAéov TANpopopieg

15.2. A&woroynon ynukig ao@aietog

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 16: A)heg TAnpo@opies

I peg keipevo pacewv H kor EUH:

Aquatic Chronic 2 Emikivuvo yia to vddrvo mepifarlov — Xpodviog kivévvog, kotnyopiog 2

H411 To&wo y1o Tovg VIPOPLOVG OPYAVIGLOVG, LE LOKPOXPOVIEG EMTTOCELS.

Aehtio Agdopévav Acpaleiog (AAA), EE

ATIOITOIHXZH EY®NHZX Ot mAnpogopieg mov meptéyovial 6 avtd 10 deATio Tpoépyovtat and myég TS onoleg Bempodpe aéidmotes. [Tapoia avtd, divovrot
YOpic Kapio gyyomon, pnti 1 appnTn, Yo TV okpifetd tovg.
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